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such samples, for diagnosis, 
verification, or proficiency testing. 

State. Any of the several States of the 
United States, the Commonwealth of 
the Northern Mariana Islands, the 
Commonwealth of Puerto Rico, the 
District of Columbia, Guam, the Virgin 
Islands of the United States, or any 
other territory or possession of the 
United States. 

Synthetic nucleic acids. (1) Molecules 
that are chemically or by other means 
synthesized or amplified, including 
those that are chemically or otherwise 
modified but can base pair with natu-
rally occurring nucleic acid molecules 
(i.e., synthetic nucleic acids); or 

(2) Molecules that result from the 
replication of those described in para-
graph (1) of this definition. 

Toxin. The toxic material or product 
of plants, animals, microorganisms (in-
cluding, but not limited to, bacteria, 
viruses, fungi, or protozoa), or infec-
tious substances, or a recombinant or 
synthesized molecule, whatever their 
origin and method of production, and 
includes: 

(1) Any poisonous substance or bio-
logical product that may be engineered 
as a result of biotechnology produced 
by a living organism; or 

(2) Any poisonous isomer or biologi-
cal product, homolog, or derivative of 
such a substance. 

United States. All of the States. 
USDA. The U.S. Department of Agri-

culture. 
Validated inactivation procedure. A 

procedure, whose efficacy is confirmed 
by data generated from a viability test-
ing protocol, to render a select agent 
non-viable but allows the select agent 
to retain characteristics of interest for 
future use; or to render any nucleic 
acids that can produce infectious forms 
of any select agent virus non-infectious 
for future use. 

Verification. The demonstration of ob-
taining established performance (e.g., 
accuracy, precision, and the analytical 
sensitivity and specificity) specifica-
tions for any procedure used for diag-
nosis. 

Viability testing protocol. A protocol to 
confirm the validated inactivation pro-

cedure by demonstrating the material 
is free of all viable select agent. 

[70 FR 13278, Mar. 18, 2005, as amended at 77 
FR 61074, Oct. 5, 2012; 79 FR 26830, May 12, 
2014; 82 FR 6204, Jan. 19, 2017] 

§ 331.2 Purpose and scope. 
This part implements the provisions 

of the Agricultural Bioterrorism Pro-
tection Act of 2002 setting forth the re-
quirements for possession, use, and 
transfer of select agents and toxins. 
The biological agents and toxins listed 
in this part have the potential to pose 
a severe threat to plant health or plant 
products. 

§ 331.3 PPQ select agents and toxins. 
(a) Except as provided in paragraphs 

(d) and (e) of this section, the Adminis-
trator has determined that the biologi-
cal agents and toxins listed in this sec-
tion have been determined to have the 
potential to pose a severe threat to 
plant health or to plant products. 

(b) PPQ select agents and toxins: 

Coniothyrium glycines, (formerly Phoma 
glycinicola, Pyrenochaeta glycines); 

Peronosclerospora philippinensis 
(Peronosclerospora sacchari); 

Ralstonia solanacearum; 
Rathayibacter toxicus;j 
Sclerophthora rayssiae; 
Synchytrium endobioticum; 
Xanthomonas oryzae. 

(c) Genetic elements, recombinant 
and/or synthetic nucleic acids, and re-
combinant and/or synthetic organisms: 

(1) Nucleic acids that can produce in-
fectious forms of any of the select 
agent viruses listed in paragraph (b) of 
this section. 

(2) Recombinant and/or synthetic nu-
cleic acids that encode for the func-
tional forms of any toxin listed in 
paragraph (b) of this section if the nu-
cleic acids: 

(i) Can be expressed in vivo or in vitro; 
or 

(ii) Are in a vector or recombinant 
host genome and can be expressed in 
vivo or in vitro. 

(3) Select agents and toxins listed in 
paragraph (b) of this section that have 
been genetically modified. 

(d) Select agents or toxins that meet 
any of the following criteria are ex-
cluded from the requirements of this 
part: 
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(1) Any select agent or toxin that is 
in its naturally occurring environment, 
provided that the agent or toxin has 
not been intentionally introduced, cul-
tivated, collected, or otherwise ex-
tracted from its natural source. 

(2) Nonviable select agents or 
nontoxic toxins. 

(3) A select agent or toxin that has 
been subjected to decontamination or a 
destruction procedure when intended 
for waste disposal. 

(4) A select agent or regulated nu-
cleic acids that can produce infectious 
forms of any select agent virus that 
has been subjected to a validated inac-
tivation procedure that is confirmed 
through a viability testing protocol. 
Surrogate strains that are known to 
possess equivalent properties with re-
spect to inactivation can be used to 
validate an inactivation procedure; 
however, if there are known strain-to- 
strain variations in the resistance of a 
select agent to an inactivation proce-
dure, then an inactivation procedure 
validated on a lesser resistant strain 
must also be validated on the more re-
sistant strains. 

(5) Material containing a select agent 
that is subjected to a procedure that 
removes all viable select agent cells, 
spores, or virus particles if the mate-
rial is subjected to a viability testing 
protocol to ensure that the removal 
method has rendered the material free 
of all viable select agent. 

(6) A select agent or regulated nu-
cleic acids that can produce infectious 
forms of any select agent virus not sub-
jected to a validated inactivation pro-
cedure or material containing a select 
agent not subjected to a procedure that 
removes all viable select agent cells, 
spores, or virus particles if the mate-
rial is determined by the Adminis-
trator to be effectively inactivated or 
effectively removed. To apply for a de-
termination an individual or entity 
must submit a written request and sup-
porting scientific information to 
APHIS. A written decision granting or 
denying the request will be issued. 

(7) A PPQ select toxin identified in 
an original food sample or clinical 
sample. 

(8) Waste generated during the deliv-
ery of patient care by health care pro-
fessionals from a patient diagnosed 

with an illness or condition associated 
with a select agent, where that waste 
is decontaminated or transferred for 
destruction by complying with State 
and Federal regulations within 7 cal-
endar days of the conclusion of patient 
care. 

(9) Any subspecies of Ralstonia 
solanacearum except race 3, biovar 2 
and all subspecies of Sclerophthora 
rayssiae except var. zeae, provided that 
the individual or entity can identify 
that the agent is within the exclusion 
category. 

(e) An attenuated strain of a select 
agent or a select toxin modified to be 
less potent or toxic may be excluded 
from the requirements of this part 
based upon a determination by the Ad-
ministrator that the attenuated strain 
or modified toxin does not pose a se-
vere threat to plant health or plant 
products. 

(1) To apply for exclusion, an indi-
vidual or entity must submit a written 
request and supporting scientific infor-
mation. A written decision granting or 
denying the request will be issued. An 
exclusion will be effective upon notifi-
cation to the applicant. Exclusions will 
be listed on the National Select Agent 
Registry Web site at http:// 
www.selectagents.gov/. 

(2) If an excluded attenuated strain 
or modified toxin is subjected to any 
manipulation that restores or enhances 
its virulence or toxic activity, the re-
sulting select agent or toxin will be 
subject to the requirements of this 
part. 

(3) An individual or entity may make 
a written request to the Administrator 
for reconsideration of a decision deny-
ing an application for the exclusion of 
an attenuated strain of a select agent 
or a select toxin modified to be less po-
tent or toxic. The written request for 
reconsideration must state the facts 
and reasoning upon which the indi-
vidual or entity relies to show the deci-
sion was incorrect. The Administrator 
will grant or deny the request for re-
consideration as promptly as cir-
cumstances allow and will state, in 
writing, the reasons for the decision. 

(f) Any select agent or toxin seized 
by a Federal law enforcement agency 
will be excluded from the requirements 
of this part during the period between 
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seizure of the agent or toxin and the 
transfer or destruction of such agent or 
toxin provided that: 

(1) As soon as practicable, the Fed-
eral law enforcement agency transfers 
the seized agent or toxin to an entity 
eligible to receive such agent or toxin 
or destroys the agent or toxin by a rec-
ognized sterilization or inactivation 
process. 

(2) The Federal law enforcement 
agency safeguards and secures the 
seized agent or toxin against theft, 
loss, or release, and reports any theft, 
loss, or release of such agent or toxin. 

(3) The Federal law enforcement 
agency reports the seizure of the select 
agent or toxin to APHIS or CDC. The 
seizure must be reported within 24 
hours by telephone, facsimile, or e- 
mail. This report must be followed by 
submission of APHIS/CDC Form 4 with-
in 7 calendar days after seizure of the 
select agent or toxin. A copy of the 
completed form must be maintained 
for 3 years. 

(4) The Federal law enforcement 
agency reports the final disposition of 
the select agent or toxin to APHIS or 
CDC by submission of APHIS/CDC 
Form 4. A copy of the completed form 
must be maintained for 3 years. 

[70 FR 13278, Mar. 18, 2005, as amended at 73 
FR 61331, Oct. 16, 2008; 77 FR 61075, Oct. 5, 
2012; 79 FR 26830, May 12, 2014; 82 FR 6204, 
Jan. 19. 2017; 83 FR 48201, Sept. 24, 2018] 

§ 331.4 [Reserved] 

§ 331.5 Exemptions. 
(a) Diagnostic laboratories and other 

entities that possess, use, or transfer a 
select agent or toxin that is contained 
in a specimen presented for diagnosis 
or verification will be exempt from the 
requirements of this part for such 
agent or toxin contained in the speci-
men, provided that: 

(1) Unless directed otherwise by the 
Administrator, within 7 calendar days 
after identification of the select agent 
or toxin, the select agent or toxin is 
transferred in accordance with § 331.16 
or destroyed on-site by a recognized 
sterilization or inactivation process. 

(2) The agent or toxin is secured 
against theft, loss, or release during 
the period between identification of 
the agent or toxin and transfer or de-

struction of such agent or toxin, and 
any theft, loss, or release of such agent 
or toxin is reported. 

(3) The identification of the agent or 
toxin is reported to APHIS or CDC, the 
specimen provider, and to other appro-
priate authorities when required by 
Federal, State, or local law by tele-
phone, facsimile, or email. This report 
must be followed by submission of 
APHIS/CDC Form 4 to APHIS or CDC 
within 7 calendar days after identifica-
tion. 

(b) In addition to the exemption pro-
vided in paragraph (a) of this section, 
the Administrator may grant a specific 
exemption upon a showing of good 
cause and upon his or her determina-
tion that such exemption is consistent 
with protecting plant health or plant 
products. An individual or entity may 
request in writing an exemption from 
the requirements of this part. If grant-
ed, such exemptions are valid for a 
maximum of 3 years; thereafter, an in-
dividual or entity must request a new 
exemption. If a request for exemption 
is denied, an individual or entity may 
request reconsideration in writing to 
the Administrator. The request for re-
consideration must state all of the 
facts and reasons upon which the indi-
vidual or entity relies to show that the 
exemption was wrongfully denied. The 
Administrator will grant or deny the 
request for reconsideration as prompt-
ly as circumstances allow and will 
state, in writing, the reasons for the 
decision. 

[70 FR 13278, Mar. 18, 2005, as amended at 82 
FR 6204, Jan. 19, 2017] 

§ 331.6 [Reserved] 

§ 331.7 Registration and related secu-
rity risk assessments. 

(a) Unless exempted under § 331.5, an 
individual or entity shall not possess, 
use, or transfer any select agent or 
toxin without a certificate of registra-
tion issued by the Administrator. 

(b) As a condition of registration, 
each entity is required to be in compli-
ance with the requirements of this part 
for select agents and toxins listed on 
the registration regardless of whether 
the entity is in actual possession of the 
select agent or toxin. With regard to 
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